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RESPONSE TO AMENDMENT 

The amendment filed 9/1 1/08 has been entered into the record. Claims 2-4 have been cancelled. 
Claims 1,5- 121 are pending. Claims 1 and 5-18 are under examination. 

The text of Title 35 of the U.S. Code not reiterated herein can be found in the previous office 

action. 



Objections/Rejections Withdrawn 
The objection to claims 1-4 and 6 are withdrawn in view of the cancellation of claims 2-4 and the 
amendment to claim 1 and 6. 

The rejection of claims 1-18 under 35 U.S.C. 1 12, first paragraph (scope of enablement) 
is withdrawn in view of the amendment to the claims. 

The rejection of claims 1-15 under 35 U.S.C. 1 12, second paragraph is withdrawn in view 
of the amendment to the claims. 

Claims 1-12 and 15-17 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chong et al The Journal of Biological Chemistry vol. 271:22159-22168, 1996 (IDS) is 
withdrawn in view of the amendment to the claims. 



Application/Control Number: 10/534,544 Page 3 

Art Unit: 1645 

Claims 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chong et al 
The Journal of Biological Chemistry vol. 271:22159-22168, 1996 (IDS) is withdrawn in view of 
the amendment to the claims. 

The rejection of claims 16 and 18 under 35 U.S.C. 103(a) as being unpatentable over 
Chong et al The Journal of Biological Chemistry vol. 271 :22 159-22 168, 1996 as applied to 
claims 1-12 and 14-17 in view of Jarvik et al Anu. Rev. Genet. 1998, 32:601-18 is withdrawn in 
view of the amendment to the claims. 

The rejection of claims 16 and 17 under 35 U.S.C. 103(a) as being unpatentable over 
Chong et al The Journal of Biological Chemistry vol. 271:22159-22168, 1996 as applied to 
claims 1-12 and 14-17 in view of Chong et al Nucleic Acids Research, 1998 vol. 26: 5109-51 15 
(IDS) is withdrawn in view of the amendment to the claims. 



Rejections Maintained 

The rejection of claims 16-18 under 35 U.S.C. 1 12, second paragraph is maintained. 

The claims are drawn to the chimeric polypeptide of claim 1 further comprising an 
affinity tag capable of specifically binding a molecule wherein the molecule forms a part of a 
virus or a cell. Applicant argues that affinity tags are well known for purification of cells, viruses 
and molecules and the like. This is not found persuasive. The claims are vague and indefinite as 
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to which part of a virus or a cell the affinity tag binds to. Affinity tags are known in the art for 
purifying proteins that have been engineered to comprise such affinity tags which binds its 
binding partner. For example, a protein is engineered to have maltose binding protein (MBP) as 
the affinity tag and the protein is purified on the affinity column comprising amylose which 
binds the MBP-protein fusion. In the instant case the specification does not disclose specific 
examples of affinity tags that can bind substrates/molecules that forms part of a virus or cell to. 
Jarvik et al Anu. Rev. Genet. 1998, 32:601-18, cited previously teaches that affinity tags can be 
derived from viruses and human cells (p. 604 table 1). The art does not teach an affinity tag that 
specifically binds viruses and cells including binding molecules that forms part of a virus or cell. 
Specific examples of what is meant by this limitation would further help to clarify this issue in 
the claims. 



New Rejections Based on Amendment 
Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 
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Claim 16 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
This is a new matter rejection. 

The amended claim is now drawn to a chimeric polypeptide comprising an 
autoprocessing segment having the amino acid sequence set forth by SEQ ID NO: 31 
further comprising an affinity tag capable of specifically binding a molecule wherein said 
molecule forms a part of a virus or a cell. The claim as amended encompasses new matter 
as the specification as filed does not provide support for the binding a molecule wherein 
said molecule forms a part of a virus or a cell. Emphasis added. Applicant is required to 
cancel the new matter or other appropriate action such as by pointing to the specification 
by page and line number for support for the claim as amended. 



Claims 1 and 5-18 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The claims as amended are now drawn to a chimeric polypeptide comprising an 
autoprocessing segment having the amino acid sequence set forth by SEQ ID NO: 31. 
The specification sets forth the sequence for SEQ ID NO: 31 (BIL4 CLOTH) as follows: 
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<2I0> 31 

<2I1> 136 

<2I2> FRT 

<213> ClasSridis— * 



<220> 

<222> isisc feat-a^a 

<223> Xaa can be aay ssst_cally sscurriag sssioo acici 
<220> 

<:22i> !jds^.rea^are 

<222> t73}..<?€} 

<223> Xaa caa be any naturally accarriag as&iao acid 
<22Q> 

<221> „isc_f€_ture 

<222> (10€3„{1113 

<223> Kaa can fee any saturaiiy oscurriag s_ia© acid 
<2.20> 

<2.21> asi3c_featy.Ee 

«:222> (12?) . . (12S5 

<223> Xaa can be any aararally occurring asiao acid 

<430> 31 

Cya She Val Ala Sly Thr Me- He Leu Thr .Sia Thr Sly Ley 7*1 Sia 
15 IS IS 



He Gin Asa He Lya Ala Sly Asp Lys Val lis. Ala Thr Asa ?ra Sia 

20 25 30 



Thr the Sia Xas Xaa Xaa Xaa Xaa Xaa Xsa Xaa X«s Xs« Xaa Xaa Xaa 
35 40 45 



Xaa Xaa Xaa Xaa Xaa Xaa Xsa Xaa Xaa Siy Sly Sia V«i Ik Lys Thr 
50 55 60 



Thr Piie Asp His Pro Pfcs Tyr ¥al Xaa Xaa Xaa. Xaa Pae val Sis Als 
«5 70 75 80 



Sly Lys Leu Sia Val Giy Asp Lys Leu Lea Sap Ser Arg Sly Asa Val 
S5 50 55 



Lea. Val Val 51b Sia Lys Lys Lea Sia Xaa Xaa Xaa Xaa Xaa Xaa Lys 
100 IS5 110 



Val Tyr &sn The Lys Val Asp Asp The His lar Tyr Sis Val 
115 120 125 



Sia Vai isu Val His Asa Ala 
13S 135 
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The sequence set forth above for SEQ ID NO: 31 encompasses an extremely large number of 
different species because of the variability allowed in the sequence - 4 domains (intervening sequences) 
of the sequence above have regions of variability i.e. Xaa can be any naturally amino acid sequence and 
there 20 possible amino acid choices for each Xaa position. 

The specification teaches in example 4 page 56 that a chimeric protein which comprises the type 
A BIL domain BIL4_cloth (SEQ ID NO: 31) has the capacity to efficiently display auto-splicing and 
carboxy terminal auto-cleaving activity. Hence such a BIL domain can therefore be advantageously 
exploited in applications benefiting from an auto-splicing and/or carboxy terminal auto-cleaving chimeric 
protein (see conclusion to example 4 experiment on p. 57 lines 5-9). 

The specification in example 4 does not set forth which species was used for the experiment - the 
designation of BIL4-cloth in example 4 does not set forth which variant and its sequence including the 
particular sequence of the variable regions was used in the auto-splicing and c-terminal cleavage of 
example 4. It is well known in the art that amino acid substitutions anywhere protein's sequence including 
in areas not required for activity can affect the protein's structure and thus its function (Ng et al. Genome 
Research 2001 May; 11 (5): 863-874); Bowie et al. Science Vol. 247, No. 4948, p. 1306-1310,1990; 
Lazar et al. Molecular and Cellular Biology, Mar. 1988, p. 1247-1252 and Burgess et al. The Journal of 
Cell Biology, vol. Ill, Nov. 1990 2129-2138. 

In such an unpredictable art, adequate written description of a genus which embraces 
widely variant species cannot be achieved by disclosing only one species within the genus. See 
Noelle v Lederman. 355 F. 3d 1343, 1350, 69 USPQ2d 1508, 1514 {Fed. Cir. 2004) and/n re 
Alonso (Fed. Cir. 2008-1079). In the instant case, the specification does not disclose even one 
species of the extremely large genus to which the claims are drawn. The disclosure of SEQ ID 
NO: 3 1 which comprise intervening sequences which can have any amino acid sequence does not 
adequately describe the genus comprises the plethora of different species. The specification does not 
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disclose at least one species that can auto-splice and has c-terminal cleaving activity and because of the 
effects amino acid changes even in areas not required for activity can have on a protein's structure (thus 
its function) - it is impossible to predict which of these variants can auto-process and which cannot. 
Therefore, in view of the above considerations, one of skill in the art would not recognize that Applicants 
were in possession of the variants encompassed in SEQ ID NO: 3 1 that have autoprocessing activity. 



Claims 1 and 5-18 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope with these 
claims. 

The claims as amended are now drawn to a chimeric polypeptide comprising an 
autoprocessing segment having the amino acid sequence set forth by SEQ ID NO: 31. 

The specification sets forth the sequence for SEQ ID NO: 31 (BIL4 CLOTH) as follows: 
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<2I0> 31 

<2I1> 136 

<2I2> FRT 

<213> ClasSridis— * 



<220> 

<222> isisc feat-a^a 

<223> Xaa can be aay ssst_cally sscurriag sssioo acici 
<220> 

<:22i> !jds^.rea^are 

<222> t73}..<?€} 

<223> Xaa caa be any naturally accarriag as&iao acid 
<22Q> 

<221> „isc_f€_ture 

<222> (10€3„{1113 

<223> Kaa can fee any saturaiiy oscurriag s_ia© acid 
<2.20> 

<2.21> asi3c_featy.Ee 

«:222> (12?) . . (12S5 

<223> Xaa can be any aararally occurring asiao acid 

<430> 31 

Cya She Val Ala Sly Thr Me- He Leu Thr .Sia Thr Sly Ley 7*1 Sia 
15 IS IS 



He Gin Asa He Lya Ala Sly Asp Lys Val lis. Ala Thr Asa ?ra Sia 

20 25 30 



Thr the Sia Xas Xaa Xaa Xaa Xaa Xaa Xsa Xaa X«s Xs« Xaa Xaa Xaa 
35 40 45 



Xaa Xaa Xaa Xaa Xaa Xaa Xsa Xaa Xaa Siy Sly Sia V«i Ik Lys Thr 
50 55 60 



Thr Piie Asp His Pro Pfcs Tyr ¥al Xaa Xaa Xaa. Xaa Pae val Sis Als 
«5 70 75 80 



Sly Lys Leu Sia Val Giy Asp Lys Leu Lea Sap Ser Arg Sly Asa Val 
S5 50 55 



Lea. Val Val 51b Sia Lys Lys Lea Sia Xaa Xaa Xaa Xaa Xaa Xaa Lys 
100 IS5 110 



Val Tyr &sn The Lys Val Asp Asp The His lar Tyr Sis Val 
115 120 125 



Sia Vai isu Val His Asa Ala 
13S 135 



Application/Control Number: 10/534,544 Page 10 

Art Unit: 1645 

The specification teaches in example 4 page 56 that a chimeric protein which comprises the type 
A BIL domain BIL4_cloth (SEQ ID NO: 31) has the capacity to efficiently display auto-splicing and 
carboxy terminal auto-cleaving activity. Hence such a BIL domain can therefore be advantageously 
exploited in applications benefiting from an auto-splicing and/or carboxy terminal auto-cleaving chimeric 
protein (see conclusion to example 4 experiment on p. 57 lines 5-9). T 

The sequence set forth above for SEQ ID NO: 3 1 encompasses an extremely large 
number of different species because of the variability allowed in the sequence - 4 domains (intervening 
sequences) of the sequence above have regions of variability i.e. Xaa can be any naturally amino acid 
sequence and there 20 possible amino acid choices for each Xaa position.. The specification in example 4 
does not set forth which species was used for the experiment - the designation of BIL4-cloth in example 4 
does not set forth which variant and its sequence was used in the auto-splicing and c-terminal cleavage of 
example 4. It is well known in the art that amino acid substitutions anywhere protein's sequence including 
in areas not required for activity can affects the protein's structure and thus its function. See Ng et al. 
Genome Research 2001 May; 1 1 (5): 863-874; Bowie et al. Science Vol. 247, No. 4948, p. 1306- 
1310,1990; Lazar et al. Molecular and Cellular Biology, Mar. 1988, p. 1247-1252 and Burgess et al. The 
Journal of Cell Biology, vol. Ill, Nov. 1990 2129-2138. The specification does not set forth the 
sequence of the 4 intervening sequences used for the BIL4-cloth used in the experiment of example 4 and 
it is unpredictable to one of skill in the art which of the plethora of variable intervening sequence will or 
will not have effect on the structure of the protein thus having an effect on its activity to auto-process. 
Therefore, undue experimentation would be required of the skilled artisan to make and use the instant 
invention as there is no information on which variant intervening sequence will not affect the structure 
and thus the function of the autoprocessing segment. 
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Claim 10 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 10 depends from claim 5 and recites the limitation "wherein said segment of the 
polypeptide adjacent to said amino terminal end of said autoprocessing segment". There is 
insufficient antecedent basis for this limitation in the claim. There are two polypeptides in claim 
5 - the autoprocessing segment and the 'first polypeptide'. In claim 10 which polypeptide is being 
referred to? Also, 'segment of the polypeptide adjacent to said amino terminal end of said 
autoprocessing segment' lacks antecedent basis because claim 5 recites carboxy terminal not 
amino terminal. 



Status of Claims 
Claims 1 and 5-18 are rejected. No claims allowed. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing 
date of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
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is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to OLUWATOSIN OGUNBIYI whose telephone number is 571- 
272-9939. The examiner can normally be reached on M-F 8:30 am- 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Application/Control Number: 10/534,544 
Art Unit: 1645 



Page 13 



/Oluwatosin Ogunbiyi/ 
Examiner, Art Unit 1645 
/Robert B Mondesi/ 
Supervisory Patent Examiner, 
Art Unit 1645 



